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Remarks 

Claims 1, 3-17, 28, 32, 34 and 36 are pending in this application. Claims 1, 3-15, 17, 28, 
32, 34 and 36 axe free of the prior art of record and are allowed. Claim 16 is ameDded herein. 

Please amend claim 16 as indicated above in the Listing of tlie Claims. No new matter is 
introduced by way of amendment to claim 16, which is submitted to more clearly define the 
subject matter of tlie claim. Support for isolated cells is found, for example, in Example 2, 
beginning on page 39, line 6, 



Consideration of Information Disclosure Statements 

Applicant thanks the Examiner for his consideration of the Information Disclosure 
Statement (IDS) filed August 15, 2005. Receipt of the signed copy of the Form 1449 is 
acknowledged. 

However, Applicant notes (as previously indicated in the Response and Request for 
Continued Examination filed February 17, 2005) that there is no indication that infotraation 
disclosure statements filed July 27, 2001, and February 15, 2002, have been considered. 
Applicant respectfully requests that the Examiner return an initialed copy of the forms 1449 
submitted on July 27, 2001, and February 1 5, 2002, indicating that the references cited therein 
have been considered. Copies of these PTO-1449 forms are included herewith for the 
Examiner's convenience. 



Claim 16 is directed to statutory subject matter . 

Claim 16 was rejected under 35 US.C, § 101 as being directed to non-statutory subject 
matter. Claim 16 is amended herein in accordance with the Examiner's suggestions, obviating 
this rejection. Claim 16 as amended is directed to an isolated cell Applicant does not intend to 
claim any naturally occurring cell of a himian subject to whom a claimed nucleic acid has been 
administered as a component of a vaccine. Applicant respectfully requests withdrawal of this 
rejection in light of the above amendments and remarks. 
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PATENT 

Conctusion 

Applicant believes that all pending claims are now in condition for allowance. A Notice 
of Allowance at an early date is respectfully requested. If any substantive issues remain, the 
Examiner is requested to telephone the undersigned prior to the preparation of any further written 
Action to arrange for a telephonic interview. 



Respectfully submitted, 
KLARQUIST SPARKMAN, LLP 

One World Trade Center, Suite 1600 
121 S.W, Salmon Street 
Portland, Oregon 97204 
Telephone: (503) 595-5300 
Facsimile: (503) 595-5301 



By. 




Gwynedd^arren, rh»D. 
Registration No. 45,200 
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ATTORNEY DOCKET NO. 14n4.0332U3 
O I* Y P ATEN 1 



TN THE UNITED STATES PATENT AND TRADEMAR K OFFICE 



In Tfi application of 
Chang 

Confirmation No. 4134 
Serial No. 09/826,115 
Filed: April 4, 2001 

For: "NUCLEIC ACID VACCINES FOR 

PREVENTION OF WEST NILE VIRUS 
INFECTION AND NONINFECTIOUS 
ANTIGEN FOR DIAGNOSTIC TEST" 



Group Art Unit: 1642 



Examiner. Unassigned 



RECEIVED 

CENTRAL FAX CENTER 

FEB 0 3 2006 



SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT SUBMITTED 
TN ACCORDANCE WITH THE PROVISIONS OF 37 C-F-R. §1.970)) 

Commissioner for Patents NEEDLE & ROSENBERG, P.C. 

Washington. D-C. 2023 1 Suite 1200, The Candler Building 

127 Peachtree Street, N.E. 

Atlanta, Georgia 30303-1811 

February 15, 2002 

Sir 

Submitted herewith on Form PTO 1449 is a listing of documents known to applicants and/or 
their attorneys pursuant to the requirements of 37 C.F.R. §1.56. A copy of each of these documents is 
enclosed. 

Consideiation of the cited documents and making the same of record in the prosecution of the 
above-noted application are respectfully requested. 
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ATTORNEY DOCKET NO. 14114.0332U3 
SERIAL NO. 09/826,115 



As these documents are considered to be timely filed, no fee is believed due. However, the 
Commissioner is hereby authorized to charge any fees which may be required, or credit any 
overpayment to Deposit Account No. 14-0629- 



NEEDLE & ROSENBERG, P-C. 
Suite 1200, The Candler Building 
127 Peachtree Street, N.E. 
Atlanta, Georgia 30303-1811 
404/688-0770 



I hCTchy certify thiC this ecmspondeacc U being cScposiltd with the Unitod Stales 
to: CoromissicFDer for P»tciits, Washington, D-C 2023 K on the date lUted below 



Respectfully submitted. 



NEEDUE & ROSENBERG. P.C. 




Mary Miller ' 
Registration No. 39,303 




Mary Millar 
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Form PTO-1449 

U,S. DEPARTMCim' OF COMMERCE: (Rev. 7- 
BO) 

PATiSNT AND TFiADBMARK OFFICE 
LIST OF FHIOR ART CXTED BY XPPiaCANT 



ATTDKNEV DOCJCET NO.: 14114-033203 



SERIAI* NO. 09/826.115 



ASPLXCAWTi Ch«ing 



PII.INa HATE J April 4/ 2001 



OUdlTP: Unassigned 



U.S. TATEUT DOCOllIENTB 



EIXAMINER 
INITIAL 




DOCUMEMf 
NO. 


DATE 


NAMfi 


CLASS 


SUBCLASS 


FILING DATE 
IP 

APPROPRIATE 




Bl 


6, 165,477 


12/26/00 


Ivy et fll. 

























FOREIGN PATENT DOCUMENTS 



0^*HER PRIOR ART {mcludiag Atttjusy^ Titlo, P»^^f Partlnant PAgaa, Ktc.) 





B2 


Alvarez et aJ. A Pha&e I Study of Recombinant Adenovirus Vector -Mediated Delivery of an Anci-erbB- 
2 Single-Chain (sFvJ Antibody Gen© for Previously Treated Ovarian and Bxtraovarian Cancer 
Patients. Him. Gene after. 8; 229-242 (January 20, 1997) 




B3 


SeXay. The Choice of Carrier. Synthetic Vaccine^ volume X (edited by Arnon) CRC Press inc., 
Boca Raton. FL. pp. 83-92 11987) 




B4 


Clarke et ai. Techniques For Hemagglutination And HeraagglutinAt ion- inhibit ion Witb ArChropod- 
Borne Viruses. Amor. J, Trop, J«ed. and Hyg. 7:561-573 (195S) 




B5 


Gruenbcrg et aJ- Partial Nucleotide Sequence and Deduced Amino Acid Seqiuence o£ Ch© 
Structural Proteins of Dengue Vims Typo 2, New Guinea C and PUO-218 Strains. J. Gen. Virol. 
69:1391-1396 {1968) 




&6 


Heinz et al. Flavivi^ciaaes . Immunochemistry of Viruses XX- The Basis for S6radiei$(nosi3 artel 
vaccines (edited toy von Regenirtortel and Keurath) Elseviex Science Publishers . Chapter 14, pp. 
289-305 (1990) 




B7 


Henchal et ai- Pengve Vims -Specific And Flavi virus Group Determinants Identified With Monoclonal 
Antibodies By indirect Immunofluorescence. Amer. J. TrOD- Wee?. /jTyff. 31:630-836 {13B2) 




B8 


Hub&lek et al. West Nile Fever-a Reemergitief Mosguito-Bomo Viral Disease in Europe. Emerff. Xnfect, 
DiS. 5(5):643-630 (1999) 




B9 


Kohler et al. Continuous cultures of fused cells secreting antibody o£ prodefined specificity. 
Wature 256:495-497 (August 1. 19751 




BIO 


Konishi ec Avipox virus-vectored Japanese encephalitis virus vaccines: use as vaccine 
candidates in coinfaination with purified subunit immunogens . Vaccine 12 (7 ): 633-638 (1994) 




Bll 


Kosak. Circumstances and Mechanisms of Inhibition of Translation by Secondary Structure in 
Eucaryotic mRNAa. Hoi. Cell, Biol. 9 ( 11 ): 5134-5142 (Novesnber 1989) 




B12 


Laeirenli. Cleavage of Strkictural proteins during the Assembly of the Head o£ Bacteriophage Td . 
Kacure 277:680-685 (AUCTUSt 15, 1970) 
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B13 


Lai ot ai . Irtimunliatiion of Monkeys wiLh naculovirufi Recombinant -exproissed Dengue Envelope and NSl 
GjycoproUoins induces Partial ReSiSCance to Challenge with Homotypic Dengue Virus. In Vacclnt-a 90: 
Modern Approached CO New Vacclnos includincf Prevention of AJns, Cold Spring Harbor Laboratory. 
Cold springs Harbor, NY pp. 119-124 (1990) 




Bid 


Mason <?t al. sequence of the Dengue- 1 Virusj genome in the Region Encoding the Three Structural 
Proteins and the Ma-jor Nonstructural Protein NSl- Virology l61:2$2-267 (1987) 




B15 


Smithburn et al. A Neurotropic virus jisolatBd From The Blood of A Native Of Uganda. Am. J. 
Trop Med Hyg. 20:471-492 (1940) 




&16 


Tardei ec ai - Evaluation of Iimnunoglobulin M tlgM) and IgG enzyme Immanoassays in Serologic 
Diagnosis of West Nile Virus infection. J. Clin. Microbiol. 38 (6) i 2232-2239 (June 2000) 




Bll 


Tsai cc aJ. Japanese encephalitis Vaccines. Jn Vaccines. (3" edition) (edited by Plotkin and 
Oren-^tein) , W-B. Saunders Compainy, Philadelphia, PA- Chapter 27, pp. 672-710 (1999) 




B18 


Tsai et al. Japanese Encephalitis Vaccines. In Vaccinets. (2'-* edition) (edited by Plotkin and 
Mortimer). W.B. Saunders Co., f^iladelphia , PA. Chapter 24, pp. 671-713 (1994J 




BIS 


Yang et ai. A p3 00 /cap-associated factur that conrpetes with the adenoviral oncoprotein El a. wacure 
382:319-324 (July 25, 1996) 








EXAMINER 




1 DATE CONSIDERED: 


EXAMINER- Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line 
through citation if not in conformance and not considercrd. Include copy of this form with next coinmunicetion 
to applicant. ,.. . -.^ „ r 
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PATENT 

IN THE UNlTEg^TTTl^ P^gfENT AND TRADEMARK OFFICE 
In rc application of 
Chang 

Serial No.: 09/826,115 
Filed: April 4, 2001 

For: NUCLEIC ACID VACCINES FOR 

PREVENTION OF FLAVIVIRUS INFECTION 



Group Art Unit: Unassigned 
Examiner: Unassigned 



INFORMATION DISCLOSURE STATEMENT 



As$i$tant Commissioner for Patents 
Washington. D.C. 20231 



NEEDLE & ROSENBERG, P.C. 
Suite 1200, The Candler Building 
127 Peachtree Street, N.E. 
Atlanta, Georgia 30303-1811 

July 27, 2001 



Sir: 

Submitted herewith on form PTO 1449 is a listing of documents known to applicants and/or 
their attorneys hi compliance with the requirements of 37 C-F.R. § 1 .56, A copy of each of these 
documents is enclosed. 

Consideration of the cited documents and making the same of record in the prosecution of the 
above-noted application are respectfully requested- 

Applicants believe that this Information Disclosme Statement is being filed in accordance with 
37 C.F.R. § 1.97(b)(3), Le.. before the mailing date of the first Office Action on the merits pertaining 
to the above-referenced application. Therefore, no fee is beheved to be due. However, if a fee is 
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required, the Commissioner is hereby authorized to charge any additional fees which may be required, 
or credit any overpayment, to Deposit Account No. 14-0629. 



NEEDLE & ROSENBERG, P.C. 
Suite 1200, The Candler Building 
127 Peachtree Street, N.E. 
Atlanta, Georgia 30303-1811 
404/688-0770 



I hereby ceiti^ thai ihi$ cgmspoadcnce is bciitu dcpusited with the United Slates Postal Service as fiist class mail in an envelope addressed 
to: Assistant CoiTiini.i5ioiicrfnrPiilciits, Washington, D.C. 2023 1, on the dale shown below. 



Respectfully submitted, 



NEEDLE & ROSENBERG, P.C. 




Maiy L. Miller i 
Registration No. 39,303 
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OTHER PRIOR A3RT (IioclisdLLng Author, Titla, Date^ Pertinent Pagea , Biic.) 



AJ 



Abstract, Japanese Patent Publication No- JP 03276941 "Non-Infective structure particle 
preparation, useful as vaccine - by itifcccing preliminary flavlvims infected cell with cDNA 
integrated recombinant vaccinia virv3, and then separating non-infective structure particles 
containing protein of flaviviEus,_*' (October 26^ 1993) 



AK 



Deubel et al.. Nucleotide Sequence and Deduced Amino Acid Secfuence of the Nonstructural 
Proteins of Dengue Type 2 Virus, Jamaica Genotype: Comparative Analysis of the Full-Length 
Genome. Virol. 165: 234-244 (1988) ' 



AL 



Davis et al.^ West Nile virus Recombinant DNA Vaccine Protects Mouse and Horse frora virus 
Challenge and Expresses in vitro a Noninfectious Recotbbinant Antigen That Can Be Used in Enayme- 
linked Ironunosorbent Aasaya, J, Virol. 75(9): 4040-4047 (2001) (published onrllf^e April 4, 20Q1) 



AM 



Konishi et alw Generation and Characterization of a Mammalian Cell Lino Continuously 
Expressing Japanese Encephalitis Virus Subviral Particles. J. Viroi. 75(5): 2204"221^. (2001) 



AN 



Asnis et al.. The West Nile Virus Outbreak of 1999 in Mew York; The Flushing Hospital 
Experience. Clin, Infect, Pig- 30-' 413-418 (2000) 



AO 



Chang et al . , A Single Intramuscular Injection of Recombinant Plasmid DNA Induces Protective 
Immunity and Prevents Japanese Encephalitis in Mice. J. vlrol. 74 (9) :4244-4252 (20O0) 



AP 



Gannendia et al.. Recovery and Identification of West Nile Virvs from a Hawk in winter. 
CXin. Micxobxol, 38(8): 3110-3111 (2000) 
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AO 


Johnson et al.. Detection of Anti-Arbovirai immiinoglobulin G by using a Monoclonal 
Antibody-Based Capture Enzyme-Linked Immunosoirbcnt Asaoy, J, Clin, Microbiol. 38 (5): 1627- 
1831 12000) 




AR 


Martin et al.. Standardization of Immunoglobulin M Capture Enzyme -Linked Imrtiunosorbcnt Aasaya 
for Routine Diagnosis of Arboviral infcccions- J- Clin. MicroMoJ. 3B(5): 1823-1026 (2000) 




AS 


Update; Surveillance for West Nile Virus in Ovorwintcring Mosquit03 New York, 2000. Marb. 

Mortal. Wkly. Rep. 49(09): 178-179 (Kar. 10, 2000) 




AT 


Update: West Nile Vir\JS Activity Northeastern United States, 2000, Moirb. Mortal. Wkly. 

iiep- ^9(36): 620-822 (Sept. 15, 2000) 




AU 


Aberle ei: al,, A DNA Immunization Model Study with Constructs Expressing the Tick-Borne 
Encephalitis Virus Envelope Protein E in Different Physical Forms. J. JTmuJunol. 163: 6756-6761 
(19d9) - - - 




AV 


Anderson et al., isolation of West Nilo virus from Mosquitoes, Crows, and a Cooper's Wawk in 
Connecticut. Scl&nce 236: 2331-2333 (Dec. 17, 1999) 




AW 


Azevedo et al.^ Main features of DNA-based immunization vectors. Braz. J. Med, Biol. Res, 
32(2): 147-1S3 (1999) 




AX 


Jia et al,, Genetic analysis of West Nil»^ New York 1999 encephalitis virus, lancet 354: 1971- 
1972 (Dec. 4, 1999) 




AY 


Lanciotti et al , , Origin of the West Nile Virus Responsible for an Outbreak of Encephalitis 
in the Northeastern United States. Science 286; 2333-2337 (Dec. 17, 1999) 




AZ 


Mir et al., High-efficiency gene transfer into skeletal muscle mediated by electric pulses. 
Proc. NAt. Acad, Sci. USA 96: 4262-4267 (1999] 




BA 


Ho et al. DNA vaccination induces a long-term antibody response and protective immunity 
against pseudorabies viru6 in mice. Arc'i- ViroJ. 143; 115-125 (1999) 




BD 


Konishi et al.. Induction of Protective immunity against Japanese Encephalitis in Mice by 
Immunization with a Plasmid Encoding Japanese Encephalitis Virus Premerobrane and Envelope 
Genes. J. Virol. 72 (6) : 4925-4930 ( Juno 1999) 




BC 


Kuno et al-, ?hylogeny of the Genus Flavlvxrus. J. Virol. 72(1): 73-83 (Jan. 1998) 




BD 


Lin et al., DMA immunization with Japanese Encephalitis virus Nonstructural Protein NSl 
Elicits Protective Iimnunity in Mice. J. Virol- 72(1): 191-200 (Jan 1996) 




BE 


Klinman et al » , CpG motifs as immune adiuvants. Vaccine 17; 19-25 (1999) 




BF 


Kochel Gt al. Inoculation of plasmids expressing the dengue-2 envelope gene elicit 
neutralizing antibodies in mice. Vaccina 15(5); 547-552 (1997) 




DG 


Wang et al.. Immune Response to Neonatal Genetic Irnnunization. Virology 228: 278-2B4 (1997) 




BH 


Dmitriev et al.. Immunization with recombinant vaccinia viruses expressing structural and 
part of the nonstructural region of tick-bome encephalitis virus cDNA protect mice against 
lethal encephalitis. ^. Biotec^noJt. 44: 97-103 (199S) 




BI 


Hennessy et al., Effectiveness c£ live-atcenuated Japanese encephalitis vaccine (SA14-14-2): 
a case-control study. Lancet 347: 1583-1586 (1996) 




BJ 


Phillpotts et al.. Immunization with DNA polynucleotides protects ttiice against lethal 
challenge with St. Louis encephalitis virus. Arch- Virol. 141: 74 3-74 9 (1996) _ 




BK 


Sato et al., Immunostlmulatory DNA sequences Necessary for Effective Intradermal Oene 
Immunization. 5cience 273: 352-354 (1996) 




BL 


Allison et al-. Synthesis and Secretion of Recombinant Tick-Borne Encephalitis Virus Protein 
E in Soluble and Particulate Form. J. Virol. 69(9): 5816-5820 (Sept 1995) 




BH 


Chen et al., construction of intcrtypic Chimeric Dengue Viruses Exhibiting Type 3 
Antiqenicitv and Neurovi rule nce for Mice- J. Virol, 69(8): 5186-5190 (Aua 1995) 
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vcnugopal et al., Immunity to St- Louis encephalitis virus by sequential immunization with 
recombinant vaccinia and baculovirus derived PrM/E proteins. Vaccine 13(11): 1000-10O5 
a995> _, — 



nandl €!t alw ComplGte Genomic Sequence oi Powos^an Virus: Evaluation of Genetic Elements in 
Tick-Borne Ver3U5 Mosquito-Borne riaviviruses. Virology 194: 173"184 (1993) 



Konishi ct al-, Mice iiraounized with a Subviral Particle Containing the Japanese Encephalitia 
Virus prM/M and E Proteina Are Protected £rom Lethal JEV InfecCion. Virology 188: llA-120 
(1992) .. 



BR 



Hoif£ tt al,, Lon^-term persistence of pliismid DNA and forei9n gene expression in mouse 
muscle. Hvm. Mol. Gen^t. 1(6): 363-369 (Sepn. 1992> 



BS 



Konishi et al./ Comparison of Protective Immunity Elicited by Recombinant Vaccinia Viruses 
That . 'Synthesize E or N31 of Japanese Encephalitis Virus, virology 185: 401-^10 (1991) 



BT 



Mason et al , , Japanese Encephalitis Virus-Vaccinia Recombinants Produce Particulate Forms of 
the Structural Membrane Proteins and Indues High Levels of Protection against tethal JEV 
infection, ViroiO^ 180: 294-305 (1991) 



Falgout et al.. Immunization of Mice with Recombinant Vaccinia Virus Expreosing Authentic 
Dengue Virus Nonstructural Protein N3l protects Against Lethal Dengue Virus Encephalitis. J. 
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6V 



Nitayaphan et al.. Nucleotide Sequence of the Virulent SA-14 StraiA of Japanese Encephalitis 
Virus and Its Attenuated Vaccine Derivative, SA-14-14*2. Virology 177: 541-552 (1990) 



Osetomi and Sumiyoshi, Complete Nucleotide Sequence of Dengue Type 3 Virus Genon^e RNA. 
VlroloQY 176:643-647 (1990) 
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Bray et al., mce Immunized with Recombinant Vaccinia Virus Expressing Dengue 4 virus 
Structural Proteins with or without Nonstructural Protein NSl Are Protected Against Fatal 
Dengue Virus Encephalitis. J. Virol. 63(6); 2853 -2856 (1989) 



BY 



Falgout et al., Proper Processing of Dengue virus Nonstructural Glycoprotein NSl Requires the 
N- terminal Hydrophobic Signal Sequence and the Downstream Nonstructural Protein NS2a. J. 
Virol. 63(5); 1852-1860 (1989) ^ _ 



BZ 



Roehrig et al.. Synthetic Peptides Derived from the Deduced Amino Acid Sequence of the 
E-Glycoprotein of Murray Valley Encephalitis Virus Elicit Antiviral Antibody- virology 171: 
49-60 (1989) ' — — 



CA 



Zhang et al., passive Protection of Mice, Goats, and Monkeys Against Japanese Encephalitis 
With Monoclonal Antibodies. J. Wed. Virol- 29t 133-138 (1989) 



CB 



Hahn et al. Nucleotide Sequence of Dengue 2 RWA and Comparison of the Encoded Proteins with 
Those of Other Flavlvlruses. virology 16?-: 167-180 (1968) ^ 



CC 



Hashimoto et al. Molecular Cloning and Complete Nucleotide sequence of the Genome of Japanese 
Encephalitis Virus Beijincr-1 Strain, t^irus G&ncs 1(3): 305-317 (1988) 



CD 



osatomi et al-. Nucleotide setjuence of Dengue Type 3 Virus Genomic RNA Encoding Viral 
Structural Proteins. vXrvts Geneg 2(1): 99-108 (1986) 



CE 



thawg et al., Iinmunization of Mice with liengue structural Proteins and Nonstructural Protein 
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